APR 1 5 2009

310(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR §807.92(c).

The assigned 510(k) number is: Ko ?0912"

1. Submitter:

Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen,

518057, P. R. China

Tel: +86 755 2658 2888
Fax: +86 755 2658 2680

Contact Person;

Tan Chuanbin

Shenzhen Mindray Bio-medical Electronics Co., LTD

Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Date Prepared: March 6, 2009

2. Device Name: DP-6900 Digital Ultrasonic Diagnostic Imaging System

Classification

Regulatory Class: II

Review Category: Tier Il

21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

3. Marketed Device:

DP-6900 Digital Ultrasonic Diagnostic Imaging System is substantially equivalent to the
following devices: Mindray DC-6 (K#072164), Mindray DP-9900 (K#070526), Mindray
DP-6600 (K#060949) and GE Logiq 9 (K061129). .

4. Device Description:

The DP-6900 Digital Ultrasonic Diagnostic Imaging System is a general purpose,

B-1

0041



Kc9c912-
Hye &

portable, software controlled, ultrasound diagnostic system. Its function is to acquire and
display ultrasound images in B-Mode, M-Made or the combined mode (i.e. B/M Mode).
This system is a Track 1 device that employs an array of probes that include linear array
and convex array with a frequency range of approximately 2.0 MHz to 10.0 MHz.

S. Intended Use:

. The device is intended for use by a qualified physician for ultrasound evaluation of
abdominal, cardiac, small parts (breast, testes, thyroid, etc.), urology, peripheral vascular,
fetal, transrectal, transvaginal, intraoperative, pediatric, neonatal cephalic,
musculoskeletal (general and superficial).

6. Safety Considerations:

The DP-6900 Digital Ulirasonic Diagnostic Imaging System had been tested as Track 1
Device per the FDA Guidance document “Information for Manufacturers Seeking
Marketing Clearance of Diagnostic Ultrasound Systems and Transducers” issued in
September 2008, The acoustic output is measured and calculated per NEMA UD 2: 2004
Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment. The
device conforms to applicable medical device safety standards, such as IEC 60601-1, [EC
60601-1-1, IEC 60601-1-2, IEC 60601-2-37, IEC 60601-1-4 and ISO 10993-1.

The conclusiens drawn from testing of the DP-6900 Digital Ultrasonic Diagnaostic
Imaging System demonstrate that the device is as safe and effective as the legally
marketed predicate devices.
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_/@ DEPARTMENT OF HEALTH & HUMAN SERVICES _ Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

APR 152008
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

% Mr. Robert Mosenkls

~ President

CITECH

5200 Butler Pike

Plymouth Meeting, PA 19462-1298

Re: K090912 _ '
Trade/Device Name: DP-6900 Digital Ultrasonic Diagnostic Imaging System
Regulation Number: 21 CFR §92.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: II
Product Code: IYO and ITX
Dated: March 31, 2009
Received: Apnl 1, 2009

. Dear Mr. Mosenkis:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
. the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the DP-6900 Digital Ultrasonic Diagnostic Imaging System, as described in your

premarket notification:

Transducer Model Number

35C20EA
35C50EA
65SECI0EA
65CISEA
65EL60EA



Page 2 - Mr. Mosenkis

75L38EA
75LT38EA

75L53EA

75L60EA

If your device is classified (see above) into either class I (Special Controls) or class 111 (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA

- may publlsh further announcements conceming your devwe in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

~ forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. '

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market. '

. If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled, '
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small -
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda. gov/cdrh/mdustrv/support/mdex himl

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(240) 276-3666.

Sincerely yours,

g/lanine M. Morris '
Acting Director, Division of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Mindray Co. Ltd.- DP-6%00 Digital Ultrasonic Diagnostic Imaging System

Diagnostic Ultrasound Indications for Use Form

System X Transducer
Model: DP-6900

510(k) Number(s) (<0904 &

Clinical Application

Coler | Amplitude | Combined

General Specific B | M|PWD|CWD Doppler | Dogpler | (specify)

Other (specify)

Ophthalmic Ophthalmic

Fetal NIN N Note 1
Abdominal ' N Note 1-
Intra-operative (Specify)*

i
Z,

Z
b
z

Intra-cperative (Neuro)

Laparoscopic

Pediatric Note 1

Small Organ(Specify)**

Neonatal Cephalic
Adult Cephalic

Fetal Imaging & Other

Trans-recial

Z|Z|Z|zZz|Zzi=
ZlZ|Zz|Zz|Z|=
Zz|lz|z|zlzi=z

‘Frans-vaginal

Trans-urethral

Trans-esoph.{non-Card.)

Musculo-skeletal (Conventional)] N

Z

Note |

Musculo-sketetal (Superficial) | N | N N

Intravascular

Other (speeify)
Cardiac Aduft NINJ| ‘ N

Cardiac Pediatric N|N B N

Intravascula{Cardiac)

ICardiac -
Trans-esoph.(Cardiac)

Intra-cardiac
Other (specify)

Peripheral vessel N|N N Note 1

eripheral vessel -
[P Other(Specify)

N=new indication; P=previously cleared by FDA; E=adgded under Appendix E
Additional comments:Combined modes: B+M. ’

*Intraoperative includes abdominel, thomcic, and vascutar etc.

**Small organ-breast, thyroid, testes, etc.

Note 1: Tissue Harmenic Tmaging. The feature does not use contrast Jagents,

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

CC

(Divisioh Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices

510() Number _AKN70 9/ 2
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Mindray Co. Ltd.- DP-6900 Digital Ultrasonic Diagnoétic Imaging System

Diagnostic Ultrasound Indications for Use Form

Sysiem Transducer x

Model: 3SC20EA
$10(k) Number(s) 2

Clinical Application

Color | Amplitude } Combined

General Specific B|M|PWD|CWD Doppler | Doppler | (specify) Other (specify)
Ophthalmic "~ |ophthaimic
' Fetal
Abdominal NN : ) N

Intra-operative (Specify)*

Intra-operative (Neuro)

Laparoscopic

Pediatric ‘N[N ' i T N

Small Organ(Specify)**

Neonatal Cephalic

Fetal Imaging & Other | Aduft Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal (Convch_tional) NN N

Musculo-skeletal {Superficial)

Intravascular

Other (specify)

Cardiac Adult NiN N
Cardiac Pediatric N{N N
Intravascular{Cardiac)

Cardiac
Trans-¢soph.{Cardiac)

Intra-cardiac

Other (specify)

Peripheral vessel N N
IPeripheral vessel TP e N -

Other(Specify)

N=new indication; P=previously cleared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M.

*Intraoperative includes abdominal, thoracic, and vascular ete.

**Small organ-breast, thyroid, testes, etc.

Note I; Tissue Harmonic Imaging. The feature does not use contrast agents.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescrption USE (Per 21 CFR §801.109)

(DivisionGign-Ofr) —

[WMMMmemwmAMMMMmd
Radiological Devices

510(k) Number _AX (59 0G/2
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Mindray Co, Ltd.- DP-6900 Digital Ultrasonic Diagnostic Imaging System

System
Model:
510k} Number(s)

Diagnostic Ultrasound Indications for Use Form

35CS0EA

Ko9e9/(2

Transducer x

Clinical Application

General

Specific

PWD

Color
Doppler

Amplitude

CWD Doppler

Combined
(specify)

Other (specify)

[ophihatmic

Ophthalmic

[Fetal [maging & Other

Fetel

N

Note

Abdominal

N

Note 1

intra-operative (Specify)*

intra-operative (Neura}

Laparoscopic

Pediatric

Note |

Small Organ(Specify)*

HNeonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

‘Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal (Conventional}

Note 1

Musculo-skeletal (Superficial)

Intravascular

Other (specify)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-esoph.(Cardiac)

Intra-cardiac

Other (specify)

"Pcripheral vessel

Peripheral vessel

N

N

Note |

Other(Specify)

Ne=new indication; P=previously ¢leared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M.

*Intrnoperative includes abdominal, thorecic, and vascular etc,

**Small orgen-breast, thyroid, lestes, ete.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
’ Concurrence off CDRH, Offic

Prescription USE (Per 21 CFR 801.109) J

(Division $idn-0ff)

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number _AS6 909/ 2.
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Mindray Co. Ltd.- DP-6900 Digital Ultrasonic Diagnostic Imaging System

System
Model:
510(%Y Number(s)

Diagnostic Ultrasound Indications for Use Form

65ECI0EA

K0465]3

Transducer

x

Clinical Application

General

Specific

PWD

CWD

Color
Doppler

Amplitude
Deppler

Combined
(specify)

Other {specify)

Ophihalmic

Orphthalmic

Fetal Imaging & Other

Fetal

N

Abdominal

Intra-operative (Specify)*

Intra-operative (Neuro}

Laparoscopic

Pediatric

Small Organ{Specify)**

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial}

Intravascular

Other (specify)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-csoph.(Cardiac)

Intra-cardiac

Other (specify)

I[Pcriphcral vesgel

Peripheral vessel

Other(Specify)

N=new indication; P=previously cleared by FDA; E=gdded under Appendix E

Additional comments:Combined modes: B+M.

*Intrnoperative includes abdorninal, thoracic, and vascular e1c,

" +*Small organ-breast, thyroid, testes, etc.

Note 1: Tissue Haimonic Imaging. The feature does not use contrast agents.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

<Prcscription USE (Per 21 CFR 801.109)

(Division Sign-0ff)

Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number _A0709/ Z

0049




Mindray Co, Lid.- DP-6200 Digital Ultrasonic Diagnostic Imaging System

System
Mode!:
510{k) Number(s}

Diagnostic Ultrasound Indications for Use Form

65C15EA

_Kogo9/2

Transducer

x

Clinical Application

(Gengral

Specific

Color

CwD Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)

{Ophthatmic

Cphthalmic

[Fetal Imaging & Other

Feta!

Abdominal

Intra-operative (Specify)*

Intra-operalive (Neuro}

Laparoscopic

Pediatric

Small Organ(Specify)** -

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Teans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (specify)

ICardiac

Cardiac Adult

Cardiac Pediatnic

Intravascular{Cardiac)

Trans-csuph.(Cnrdi-ac)

|Intra-cardiac

Other (specify)

“Pcnpheral vessel

Peripheral vessel

N

N

Other{Specify)

N=new indication; P=previously cleared by FDA; E=added under Appcndlx E

Additional comments:Combined modes: B+M.

*Intraoperative includes abdominal, thoracic, and vascular etc.

“**Small organ-breast, thyroid, testes, cic.

Note 1: Tissue Harmonic Tmaging, The feature does not uss contrast agents,

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of Device Evaluation(ODE)

_Prcscn'plion USE (Per 21 CFR 801.109)

(Division $in-Off)
Division of Reproductive, Abdominal and
Radiological Device

510(k) Number

j(n 206.9/2

0050




Mindray Co. Ltd.- DP-6900 Digital Ultrasonic Diagnostic Imaging System

Diagnestic Ultrasound Indications for Use Form

Sysiem Transducer %
Model: 65ELSIEA

. $10(k) Number(s) KC908 (A,

Clinical Application

General Specific B | M |pwp|cwp| Color |Amplitude} Combined

: Doppler | Doppler | (specify) | O (peeify)
lOphlhalmic Ophthalmic
" |Fetal
Abdominal

Intra-operative {Specify)*

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ({Specify)**

Neonatal Cephalic

[Fetal Imaging & Other Adult Cephalic

Trans-rectal ' N| N N

Trans-vaginal

Trans-urcthral

Trans-esoph.(non-Card )

Musculo-skeletal (Conventional)

iMusculo-skeletal (Superficial)

Intravascular

Other (specify)

Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac} .
[Cardiac af )

Trans-esoph.(Cardiac)

Intra-cardiac

Other (specify)

Peripheral vessel

Other(Specify)

’ Ferg'ph:'ml vessel

N=new indication; P=previously cleared by FDA; E=added under Appendix E
Additicnal comments:Combined modes: B+M.

*Intrapperative includes abdominal, themacic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Division n-Off)
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number A6909/Z
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Mindray Co. Ltd.- DP-6900 Digita} Uhrasonic Diagnostic Imaging System

Diagnostic Ultrasound Indications for Use Form

System l Transducer x
Medel: 75L3BEA

S10(k) Numbes(s) K905 [

Clinical Application

" Color | Amptitude | Combined

General Specific B | M|PWDI|CWD Other (specify)

Doppler | Doppler | (specify).
[ophthalmic Ophthalmic -

Fetal

Abdominal N|N ' N

Intra-operative (Specify)*

Intra-operative (Newro)

Laparoscopit

Pediatric N[N N

Small Organ(Specify)**

z
z
z

Neonatal Cephalic NN ‘ N

Fetal Imaging & Other Adubt Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.}

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial) | N | N N

Intravascular

Other (specify)

Cardiac Adult

Cardiac Pediatric

Intmvascular{Cardiac)

ICardiac -
Trans-esoph.(Cardiac)

Intra-cardiac

Other {specify} -

Peripheral vessel N|N N

Other{Sperify)

IPeriphera! vessel

N=new indication; P=previously clesred by FDA; E~added under Appendix E
Additionsl comments:Combined modes: B+M.

*Intraoperative includes abdominal, thoracic, and vascular eic.

**Small organ-breast, thyroid, tesies, etc.

MNote 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Division Sign-0ff)
[ivision of Reproductive, Abdominal and
Radiological Devices

510(k) Number Ko 2092
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Mindray Co. Ltd.- DP-6900 Digital Ultrasonic Diagnostic Imaging Systern

Diagnostic Ultrasound Indications for Use Form

System Transducer ¥
Model: 75LT38EA
510(k) Number(s) k0909 /2.
Clinical Application

) . ‘ Color | Amplitude | Combined .
General Specific B|M|PWD|CWD Doppler | Doppler | (specify) Other(spcclfy)
Ophithalmic Ophthalmic

Fetal

Abdominal N | N N

Intra-operative {Specify)* NI N N

[Fetal Imaging & Other

Intra-operative (Neuro)

Laparoscopic

Pediatric ‘ NIwn]| . N
Small Organ(Specify)*® NN N
Neonatal Cephalic N|N N
Adult Cephalic ' :
Trans-rectai

Trans-vaginal

‘Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal (Conventional)

Musculo-sketetal (Superficial)

Intravascular

Cther {specify)

ICardiac

Cardiac Adult

Cardiac Pediatric

Intravascular(Cardiac)

Tmns-csoph.(CardiEC)

Intra-cardiac

Other (specify)

lPeriphcrnl vesse]

Peripheral vessel NN . ' N

Other(Specify)

N=new indication; P=previously clearcd by FDA; E=added under Appendix

Additional comments:Combined modes: B+M.

*Intraoperative includes abdominal, thoracic, and vascular etc.

*#*Small organ-breast, thyroid, testes, ¢te,

Note 1: Tissue Harmonie Imaging. The feature does not use contrast agents.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109

(Divisiun Slgn-0ff)
Pivicton of Reproductive, Abdominal and
Radiological Devices,

510(k) Number K5909/2
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Mindray Co. Lid.- DP-6900 Digital Ulirasonic Diagnostic Imaging Systern

System
Maodel:
5100k} Number(s)

Diagnostic Ultrasound Indications for Use Form

75L53IEA

K709 (2

Transducer

X

General

Clinical Application

Specific

PWD

CWD

Color
Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)

Ophthalmic

Ophthalmic

chtaI fmaging & Other

Fetal

Abdominal

Intra-operative {Specify)*

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ(Specify)}**

=z

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Intravascufar

kaﬂac

Other (specify}
Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-esoph.(Cardiac)

Intra-cardiac

Other (specify)

l]‘criphml vessel

Peripheral vessel

N

N

Other(Specify)

N=new indication; P=previously cleared by FDA; E=added under Appendix

- Additional comments:Combined modes: B+M.

‘Intraépermivc includes abdominal, thoracic, and vascular ete.

**Small organ-breast, thyroid, testes, etc.

Note }: Tissue Harmonic Imaging. The feature does not use contrast agents.

(PLEASE DO NQT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

{Division Sign-0ff)

Division of Reproductive, Abdominal and

Radiological Devices

K0 909/2

510(k) Number

0054




Mindray Co. Ltd.- DP-6900 Digital Ultrasonic Diagnostic Imaging System

System
- Medel:
510(k} Numberz(s)

Diagnostic Ultrasound Indications for Use Form

7SL60EA

KOIGR

Transducer

X

Clinical Application

Feheral

Specific

PWD

CWD

Color
Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)}

Ophthalmic

Ophthalmic

[Fetal Imaging & Other

Fetal

Abdominal

Intra-operative {Specify)*

Inun-opcrnli\?e (Neuro}

Laparoscopit

Pediatric

Small Organ(Specify)**

z

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Intravascutar

Other {specify)

[Cardiac

Cardiac Adult

Cardiac Pediatric

Intrevascular{Cardiac)

Trans-esoph.{Cardiac}

Inira-cardiac

Other (specify)

. Feripheral vessel

Peripheral vessel

N

N

Other(Specify)

N=new indication; P=previously clcared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M.

*Intragperative includes abdominal, thoracic, and vascular ete.

*+Small organ-breast, thyroid, testes, etc.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED})

Prescription USE (Per 21 CFR 801,

Concurrence of CDRH, Office of Device Evaluation{ODE)

Radiological Device
510(k) Number

(Division Sigh'0ff)
Division of Reproductive, Abdominal and

sA/m 9() 917

0055




